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510(K) SUMMARY

Sonoline G5OTM and Sonoline G60 STm Diagnostic Ultrasound Systems

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance
with the Safe Medical Device Act of 1990 revisions to 21 CFR, Part 807.92, Content and Format of a
510(k) Summary.

1. Submitted By:
Siemens Medical Solutions USA, Inc., Ultrasound Division
2201 0 S. E. 51 st Street
Issaquah, WA 98029

Contact Person:
Patrick J Lynch
Regulatory Affairs

Phone: (425) 557-1 825
FAX: (425) 391-9198

Date Prepared:
November 25, 2003

2. Proprietary Name:
SONOLINE G5OTMA Ultrasound System and SONOLINE G60 STM Ultrasound System

Common/ Usual Name:
Diagnostic Ultrasound System with Accessories

Classification Name:
21 CFR 892.1550
Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

3. Predicate Device:
K020353, 2/13/2002, SONOLINE G50 and SONOLINE G60 S.
K0321 11, 7/18/2003, ACUSON CV70 Cardiovascular System
K003525, 11/22/2000, Medison Voluson 730
K0031 25, 10/20/2000, SONOLINE Elegra (with AxiuSTm Automated OB Calipers and 3D
measurements)

4. Device Description:
The G50/G60 S are general purpose, mobile, software-controlled, diagnostic ultrasound systems
with on-screen displays for thermal and mechanical indices related to potential bioeffect
mechanisms. Their function is to acquire primary or secondary harmonic ultrasound echo data
and display it in: B-Mode, M-Mode, Pulsed (PW) Doppler Mode, Continuous (CW) Doppler Mode,
Color Doppler Mode, Amplitude Doppler Mode, a combination of modes, or Harmonic Imaging, or
3D/4D imaging, on a CRT display.

The G50/G60 S have been designed to meet the following product safety standards:

* UL 2601 -1, Safety Requirements for Medical Equipment
• CSA C22.2 No. 601 -1, Safety Requirements for Medical Equipment
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Ultrasound Division 510(k) Submission

AIUM/NEMA UD-3, 1998 Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
· AIUM/NEMA UD-2, 1998 Acoustic Output Measurement Standard for Diagnostic Ultrasound

93/42/EEC Medical Devices Directive

Safety and EMC Requirements for Medical Equipment

· EN/IEC 60601-1
· EN/IEC60601-1-1
· EN/IEC 60601-1-2

IEC 1157 Declaration of Acoustic Power

ISO 10993 Biocompatibility

5. Intended Uses:
The G50/G60 S ultrasound imaging systems are intended for the following applications: General

Radiology, Abdominal, Intraoperative, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,

Neonatal/Adult Cephalic, Urology, Vascular, Musculoskeletal, Superficial Musculoskeletal, and

Peripheral Vascular applications.

The system also provides for the measurement of anatomical structures and for analysis

packages that provide information that is used for clinical diagnosis purposes.

6. Technological Comparison to Predicate Device:
The SONOLINE G50/G60 S are substantially equivalent to the SONOLINE G50 & G60 S, cleared

via K020353; SONOLINE CV70, cleared via K0321 11; SONOLINE Elegra with Axius OB

Calipers, cleared via K003125; and Medison Voluson 730, cleared via K003525. All systems

transmit ultrasonic energy into patients, then perform post processing of received echoes to

generate on-screen display of anatomic structures and fluid flow within the body. All systems
allow for specialized measurements of structures and flow, and calculations.

End of 510(k) Summary
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

iAN 2 8 2004 Rockville MD 20850

Siemens Medical Solutions USA, Inc.
Ultrasound Group
% Mr. Mark Job
Responsible Third Party
Regulatory Technology Service, LLC
1394 2 5 th Street NW
BUFFALO MN 55313

Re: K040060
Trade Name: SONOLINE G50/G60 S Diagnostic Ultrasound System

Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging systems
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: II
Product Code: 90 IYN, IYO, and ITX
Dated: January 9, 2004
Received: January 13, 2004

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the SONOLINE G50/G60 S Diagnostic Ultrasound System, as described in your

premarket notification:

Transducer Model Number

C5-2 Convex Array
C6-2 Convex Array
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C8-5 Convex Array
5.0C50+ Convex Array

C6-3 3D Mechanically Driven 3D Convex Array
EV9-4 Convex Array Endovaginal

Endo-VII Mechanical Sector Endovaginal
Endo-V 3D Mechanical Sector Endovaginal

EC9-4 Convex Array Endovaginal
BE9-4 Convex Array Endocavity

5.0L45 Linear Array
7.5L70 Linear Array
LB5-2 Linear Array
L10-5 Linear Array

VF 13-5 Linear Array
VF13-5SP Linear Array

7.5L501 Linear Array
7.5L50Q Linear Array
LAP8-4 Laparoscopic

P4-2 Phased Sector Array
5.0P 10 Phased Sector Array

MPT7-4 Phased Sector Array Tee
CW2 Continuous Wave Doppler
CW5 Continuous Wave Doppler

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),

it may be subject to such additional controls. Existing major regulations affecting your device

can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping

the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested

in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers

Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special

report is incomplete or contains unacceptable values (e.g., acoustic output greater-than approved

levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and

prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:
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Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus permits your device to

proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please

contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the

promotion and advertising of your device, please contact the Office of Compliance at (301) 594-

4639. Also, please note the regulation entitled, "Misbranding by reference to premarket

notification" (21 CFR Part 807.97). Other general information on your responsibilities under the

Act may be obtained from the Division of Small Manufacturers, International and Consumer

Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Internet address

"http://www.fda.gov/cdrh/dsmamain.html".

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at

(301) 594-1212.

Sincerely yours,

Nancy C. Brogdn
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): V(SONOLINE G50/G60 S Family)

Device Name: SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
Al B M1 PWD CWD IDoppler IDo(pler Velocity ISpecify) (Secify

Imaging

Ophthalmic
Fetal PPP____ p BMDC Note 2,3,4,5

Abdominal - P P P P P P BMDC Note 2,3,4,5

Intraoperative P P P P P BMDC Note 3
(Note 6)
Intraoperative P P P P P BMDC Note 3
Neurological P
Pediatric ________P p BMDC Note 2,3,4,5

Small Organ P P P P P P BMDC Note 2,3,4,5
(Note 1)
Neonatal Cephalic P P P P P P BMDC Note 3
Adult Cephalic P P P P P P BMDC Note 2
Cardiac P P P P P BMDC Note 2,7

Transesophageal P P P E P P BMDC Note 2,3,7
Transrectal P P P P P BMDC Note 2,3,4,5

Transvaginal - P P P P P BMDC Note 2,3,4,5

Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 2,3,4,5

Laparoscopic P P P P P BMDC Note 3
Musculo-skeletal p P P P P P BMDC Note 2,3,4,5
Conventional
Musculo-skeletal P P P P P BMDC Note 2,3,4,5
Superficial
Other (specify)- =-_-_

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devi_

November 24, 2003 510(k) Number , 2



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 4i111 (SONOLINE G50/G60 S Family)

Device Name: - C5-2 Convex Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
__ __ _ _ I _ _ ~~VelocityA TB [M Doppler Doppler Velocity (Specify) (Specify)[ BIMIPWDICWD_____1 [

____ ___ _ _ ____ _ _ ____ _ J im aging

Ophthalmic -

Fetal _____P_____ P P BMDC Note 2,3,4,5

Abdominal - P P P P P BMDC Note 2,3,4,5
Intraoperative
Abdominal
I ntraoperative
Neurological
Pediatric P P P P BMDC Note 2,3,4,5

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 2,3,4,5

Laparoscopic
Musculo-skeletal
Conventional I
Musculo-skelelal
Superficial
Other (Specify)

N = new indication; P previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divsion Sign-Off)

D 'i ' or, _f Re'roductive, Abdominal,

afl Ndd0o..i.. Devices
5 '10(k} Number

November 24, 20033



Siemens Medical Solutions USA, Inc. SONOLINE G501G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission-

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 4010~M(SONOLINE G50/G60 S Family)

Device Name: C6-2 Convex Array Transducer for use with:
SONOLINE G501G60 S Diagnostic Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation_________

Clinical Application Color Apiue Clr Cmie te
A BiMIPD W Doppler Doppler Velocit (Specify) (Specify)

Ophthalmic-
Fetal P P BMDC Note 2,3,4,5

Abdominal - P P P P P BMDC Note 2,3,4,5
Intraoperative
Abdominal ____

Intraoperative
Neurological I__

Pediatric - P P P P P BMDC Note 2,3,4,5

Small Organ _ _ _ _ _ __ _ _ _

Neonatal Cephalic
Adult Cephalic__ _ __ _ _ _ _

Cardiac
Trans-esophageal _______

Transrectal_____ _____

Transvaginal
Transurethral__ _ _ _ __ _ _ _ _ _ _ _ _

Intravascular
Peripheral vessel - P P P P P BMDC Note 2,3,4,5
Laparoscopic
Musculo-skeletal
C onventional _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skeletal
S uperficial__ _ __ _ __ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

O ther (specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA; E =added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(vis",orj Siqn Off),
ot 8wodcD~Abdominal,

'4aHjF!I0TICar,1 Oevices
t1(k) Number O IOG )

November 24, 2003 4



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 4gI-(SONOLINE G50/G60 S Family)

Device Name: C8-5 Convex Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Co Amplitude lor Combined Other
A B M PWD CWD Color ~~~~VelocityADMoPWDpCWD er Dop i Veloity(Specify) (Specify)

_ _ _ ~~~~Doppler Doppler ImgnI

Ophthalmic

Fetal
Abdominal - P P P P P BMDC Note 3,4,5

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric ______p p p _p P BMDC Note 3,4,5

Small Organ P P P P P BMDC Note 3,4,5
(Note 1)
Neonatal Cephalic P P P P P BMDC Note 3,45
Adult Cephalic

Cardiac E E E E E BMDC Note 3,4,5,7

Transesophageal I

Transrectal

Transvaginal

Transurethral

Intravascular
Peripheral vessel

Laparoscopic

Musculo-skeletal P P P P P BMDC Note 3,4,5
Conventional

Musculo-skeletal E E E E E BMDC Note 3,4,5
Superficial

Other (specify)

N = new indication; P - previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dvision --n-Off)-

LDi-slon, ,f Reproductive, Abdominal,
and Pcd1looqcal Devices

-51(k) Number '- 0

November 24, 2003



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): ..- "1 '-. (SONOLINE G50/G60 S Family)

Device Name: 5.0C50+ Convex Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Otherii i i PWD I CWD I Doppler I Doppler Velocity I (Specify) (Specify)
IjI Imaging

Ophthalmic
Fetal _p p P _____ BMDC Note 3,4,5

Abdominal P P P P P P BMDC Note 3,4,5

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric p_ pp p P P BMDC Note 3,4,5

Small Organ P P P P P P BMDC Note 3,4,5
(Note 1)
Neonatal Cephalic

Adult Cephalic

Cardiac
Transesophageal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 3,4,5

Laparoscopic

Musculo-skeletal E E E E E E BMDC Note 3,4,5
Conventional I

Musculo-skeletal E E E E E E BMDC Note 3,4,5
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
[')twcorl of Reproductive, Abdominal,

.... .ocal Devices J .,
Nv I 0) Nunmber 4 , 2 00

November 24, 2003 6



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): ~ (SONOLINE G50/G60 S Family)

Device Name: C6-3 3D Mechanically Driven 3D ConvexArray Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined[A1......L....... 1.....M 1.........1 Doppler Doppler Velcity (Specify)
I I I~~~~~maging

Ophthalmic P
Fetal P___P____ pppp_ BMDC Note 2,3,4,5

Abdominal Ip P P P P BMDC Note 2,3,4,5

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric p p p P ID BMDC Note 2,3,4,5

Small Organ
(Note 1)
Neonatal Cephalic E E E E E BMDC Note 2,3,4,5

Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radioolgical Devices

November 24, 2003 7



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 4. (SONCLINE G50/G60 S Family)

Device Name: EV9-4 Convex Array Endovaginal Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Color Combined Other

A PWD CWD IADoppler mDopplerd Velocity (Specify)I I I I ~~Doppler Doppler IaigY Seiy
_ _ Imaging _ _

Ophthalmic PPI
Fetal _______p p p_ BMDC Note 2,3,4,5

Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
(Note 1)
Neonatal Cephalic

Adult Cephalic
Cardiac
Transesophageal
Transrectal N N N N N BMDC(N) Note 2,3,4,5

Transvaginal P P P P P BMDC Note 2,3,4,5

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices 07"--O -(00
5 10(k) Number 4__ _ _ _

November 24, 2003 8



Siemens Medical Solutions USA, Inc. SONOLINE G501G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): W (SONOLINE G50/G60 S Family)

Device Name: Endo-VII Mechanical Sector Endovaginal Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other

AIB M PWD CD [o Doppler Velocity I(Specify) (Specify)
~~~~~~~~~~I I maging

Ophthalmic C I
Fetal P P BM Note 3

Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
(Note 1)
Neonatal Cephalic P P BM Note 3
Adult Cephalic
Cardiac
Transesophageal
Transrectal P P BM Note 3
Transvaginal P P BM Note 3
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divi'oon Sign-Off)
Dv!slf.. of Reproductive Abdominal,
ar;n, Qad'ological Devices
51 oIk) INmber 2be, 20

November 24, 20039



Siemens Medical Solutions USA, Inc. SONOLINE G501G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known): Vf~ (SONOLINE G501G60 S Family)

Device Name: Endo-V 3D Mechanical Sector Endovaginal Transducer for use with:
SONOLINE G501G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation__ _ _ _ _ _ _ _ _ _ _ _ _

Clinical Application _ B PDCD Color Amplitude Color Combined Other
A _ _0 I _ Velocityi-i-Ill ~~~~Doppler Doppler _____ (Specify) (Specify)

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ~~~ ~~~Im aging

Ophthalmic-- -

Fetal ___ __ BM Note 3

Abdominal__ ___ _ _ _ _ _ _ _

Intraoperative
Abdominal _ _ _ _ _ _ _ _ _

I ntraoperative
Neurological- - --

Pediatric
Small Organ
(Note 1)- - -

Neonatal Cephalic N N _____ BM(N) Note 3

Adult Cephalic __

Cardiac _ _ _ _ _ _ _

Transesophageal ____

Transrectal N N ____________BM(N) Note 3

Transvaginal P P ___BM Note 3

Transurethral____ _ _____

Intravascular ____

Peripheral vessel ____

Laparoscopic- -

Musculo-skeletal
Conventional____
Musculo-skeletal - - - - -

Superficial- - - - -

Other (specify) -- - -- - - ___--____-

N = new indication; P =previously cleared by FDA; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801 .109)

(Division Siqn-Off)

Divisinn of R~eproductive, Abdominal,
and Radiolorncal Devices L/r-
510(k) Number

November 24, 2003 1 0



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): %l~ (SONOLINE G50/G60 S Family)

Device Name: EC9-4 Convex Array Endovaginal Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A B M PWD CWD I VelocityII Doppler i Doppler ___________ y (Specify) (Specify)

I I I jImaging
Ophthalmic IPII
Fetal p__ p p p BMDC Note 2,3,4,5

Abdominal
Intraoperative
Abdominal
intraoperative
Neurological
Pediatric
Small Organ
(Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal P P P P P BMDC Note 2,3,4,5

Transvaginal P Ip P P P BMDC Note 2,3,4,5

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) I I

N = new indication; P = previously cleared by FDA; E - added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
)\vision of Reproductive, Abdominal,

an.d Radlological Devices
510(k) Number ____

November 24, 2003 11



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K

Device Name: BE9-4 Convex Array Endocavity Transducer for use with:

SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A PWD Doppler ~~~~~~~VelocityIBIMI PWD CWD Doppler Doppler Velocity (Specify) (Specify)

Imaging

Ophthalmic
Fetal N N N N N BMDC(N) Note 2,3,4,5

Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
(Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal N N N N N BMDC(N) Note 2,3,4,5

Transvaginal N N N N N BMDC(N) Note 2,3,4,5

Transurethral
Intravascular
Peripheral vessel

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(D'vs-ir' SianOf
UviS.',o ,)f Rgeroductive, Abdominal,
ano -Cdeholocal Devices

510(k) Nutmiber

November 24, 2003 12



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): .' .. d (SONOLINE G50/G60 S Family)

Device Name: 5.0L45 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A PWD CWD I ~~~~~~~~VelocityIAIB D D Doppler iDoppler Velocity(Specify) (Specify)

Imaging

Ophthalmic
Fetal
Abdominal - P P P P P P BMDC Note 2,3,4,5

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric N N N N N N BMDC(N) Note 2,3,4,5

Small Organ P P P P P P BMDC Note 2,3,4,5
(Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 2,3,4,5

Laparoscopic

Musculo-skeletal P P P P P P BMDC Note 2,3,4,5
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division, Sign-Off)

D-visi)ron of Reproductive, Abdominal,
ano' Radioloqical Devices .

510(k) Number I-C

November 24, 2003 13



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 7.£ 7_.3(SO NOLINE G50/G60 S Family)

Device Name: 7.5L70 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A PWD [ [ ~~~~~~~~~VelocityAITBI M PD CD Doppler Doppler Velocity__ (Specify) (Specify)

Imaging

Ophthalmic

Fetal

Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric _______ p BMDC Note 3,4,5

Small Organ P P P P P BMDC Note 3,4,5
(Note 1)

Neonatal Cephalic

Adult Cephalic
Cardiac
Transesophageal

Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral vessel E E E E E BMDC Note 3,4,5

Laparoscopic

Musculo-skeletal P P P P BMDC Note 3,45
Conventional _

Musculo-skeletal p p p p pSuperficial P P P P I P ~~~~~~~BMDC Note 3,4,5
Superficial- - -

Other (specify)

N = new indication; P previously cleared by FDA; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
vi.-,/tsion of Reproductive Abdominal,

anid Rad'Ological Devices
510(k) NumberiI~~.4A0u)

November 24, 2003 14



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): ~ (SONOLINE G50/G60 S Family)

Device Name: LB5-2 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A 1 B IM1 PWD CD Doppler I Doppler Velocity (specify) (Specify)

Imaging

Ophthalmic

Fetal p__ p p _pp BMDC Note 4,5

Abdominal P P P P P BMDC Note 4,5

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac
Transesophageal

Transrectal
Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA; E = added Lnder Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)

OLwtsicir of~ Reproductive, Abdominal,
and Radiolo~ cal Devices ( )
510(k) Number A

November 24, 2003 15



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): (~L=~=J~SONOLINE G50/G60 S Family)

Device Name: L10-5 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A B M Doppler Doppler IVelocity (

ABIMIPWD L . I Imaging 1 ~~~~~(Specify) (Specify)Imaging

Ophthalmic

Fetal
Abdominal - P P P P P ___ _ BMDC Note 2,3,4,5

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric p p__o234

Small Organ P P P P P BMDC Note 2,3,4,5
(Note 1)

Neonatal Cephalic N N N N N BMDC(N) Note 2,3,4,5

Adult Cephalic
Cardiac
Trans-esophageal

Transrectal
Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDC Note 2,34,5

Laparoscopic

Musculo-skeletal P P P P BMDC Note 2,3,4,5
Conventional _

Musculo-skeletal P P P P P BMDC Note 2,3,4,5
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(D'~ ~ '~ -Off"

- ,- duc,~ Abdominal,
:n~!(")icqcal Devi.es_

.51 K) Number _

November 24, 2003 16



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): MilNme(SO NO LINE G50/G60 S Family)

Device Name: VF13-5 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other

A 1 1PWD1 CWD Doppler Doppler Velocity I (Specify) (Specify)
Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric P P P P P P BMDC Note 3,4,5

Small Organ P P P P P PD BMDC Note 3,4,5
(Note 1)
Neonatal Cephalic N N N N N N BMDC(N) Note 3,4,5

Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P pI BMDC Note 3,4,5

Laparoscopic
Musculo-skeletal I P P P P P BMDC Note 3,45
Conventional I _I I

Musculo-skeletal P P P P P P BMDC Note 3,45
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dwior, S--ign-Off) /
Division of Reproductive, Abdominal
and Radiological Devices
510(k) Number 17

November 24, 2003 17



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): %~~8 (SO NOLINE G50/G60 S Family)

Device Name: VF13-5SP Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A B M PWD CW Doppler Dopler Velocity(Specify) (Specify)Doppler jDoppler IIaig________Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative P P P BMDC Note 3,45
(note 6)

lntraoperative P P P P P BMDC Note 3,4,5
Neurological P
Pediatric ______ID__ BMDC Note 3,4,5

'Small Organ pppSmall Organ P P P P P BMDC Note 3,4,5
(Note 1)___
Neonatal Cephalic N N N N N BMDC(N) Note 3,4,5

Adult Cephalic

Cardiac
Transesophageal

Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 3,4,5

Laparoscopic

Musculo-skeletal P P P P P BMDC Note 3,4,5
Conventional II

Musculo-skeletal P P P BMDC Note 3,4,5
Superficial I

O ther (specify) - - - - -_ _ _-_ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

i ~ , ~ . ~o r Siqoeproductive, Abdominal,

.... :,,',..,f Devices
5 U0K) Number

November 24, 2003 18



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): , (SONOLINE G50/G60 S Family)

Device Name: 7.5L501 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

I Clinical Application 1 Color 1 Amplitude Color Combined Other
A PWD CWD 1 Doppler I Doppler I Velocity I(Specify) (Specify)

I ______________ - Imaging

Ophthalmic

Fetal
Abdominal - P P P P P BMDC Note 3,4,5

Intraoperative P P P P P BMDC Note 3,4,5
(Note 6)
Intraoperative
Neurological
Pediatric

Small Organ P P P P P BMDC Note 3,4,5
(Note 1)

Neonatal Cephalic
Adult Cephalic

Cardiac
Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular
Peripheral vessel P P P P p BMDC Note 3,4,5

Laparoscopic

Musculo-skeletal P P P P P BMDC Note 3,45
Conventional
Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Plvision Sign-Off)
Divisio.n of Reproductive, Abdominal,
arto Radiological Devices

5!0(k) Number _ . C)__ _ __ _)

November 24, 2003 19



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): -{l. £SONOLINE G50/G60 S Family)

Device Name: 7.5L500 Linear Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color CAmplitude or Combined Other

I B M PWD CWD Doppler Doppler Velocit (Specify) (Specify)[ - - - - ~~~~~~~~ ~~~Doppler I aig_ _ _ _ _ _ _ _Imaging

Ophthalmic

Fetal
Abdominal - P P P P P BMDC Note 3,4,5

Intraoperative P P P P P BMDC Note 3,45
(Note 6)
Intraoperative
Neurological
Pediatric

Small Organ P P p P P BMDC Note 3,4,5
(Note 1)
Neonatal Cephalic

Adult Cephalic

Cardiac
Transesophageal

Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 3,4,5

Laparoscopic

Musculo-skeletal P P P P P BMDC Note 3,45
Conventional
Musculo-skeletal
Superficial- - -

Other (specify) I

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

ff)DIionr Sigcn- Off,,

[_)1vrs~,)r' 0, Reprodiuctive. Abdominal,

arhs ~ad,:o!.tcal Devices -
51- "Ik) Number

November 24, 2003 20



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): * (SONOLINE G50/G60 S Family)

Device Name: LAP8-4 Laparoscopic Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application [If ~1 1 Color Amplitude Color Combined Other
A 'BIM PWD CWDIll WD IWD Doppler Doppler Velocity (Specify) (Specify)

ii 1 ________ Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative P P P P P BMDC Note 3,4,5
(Note 6)
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal -

Transurethral
Intravascular
Peripheral vessel
Laparoscopic - p P P P p BMDC Note 3,4,5

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dv i ;on ~i in 0-ff)

Divsion of ,eprorductive, Abdominal,
and Radiological Devices _ .
51 0(k) Number [ L (

November 24, 2003 21



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K~SnJUJ(SO NO LINE G50/G60 S Family)

Device Name: P4-2 Phased Sector Array Transducer for use with:
SONOLINE G501G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application C Color Amplitude Color Combined Other
A B M PWD CW Doppler Dopler Velocity(Specify) (Specify)

_ _ _ _ I ~~~~~~~~~Doppler Doppler ImgnIIImaging

phhmic
Fetal N N N N N N BMDC(N)
F etmia l p_ _ _ _ p _ _ _

Ab- P P P P P P BMDC Note 2,3

Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric N N N N N N i BMDC(N)

Small Organ
Neonatal Cephalic
Adult Cephalic p___ P P _ BMDC Note 2,3
Cardiac P P P P P P BMDC Note 2,3,7

Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(O iv isi or S i q n -

Dirtsrn of qeproduclive Abdominal,

· flK1 Radiological Devices
51O(k) Number __ _

November 24, 2003 22



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): .... : , .. -J (SONOLINE G50/G60 S Family)

Device Name: 5.0P10 Phased Sector Array Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application C olor Amplitude Color Combined Other
AIB PWD IW DLoppler IDoppler I Velocity I(Specify) (Specify)

Imaging

Ophthalmic
Fetal -P P p p BMDC Note 2

Abdominal P P P P P P BMDC Note 2

Intraoperative
Abdominal
I ntraoperative
Neurological
Pediatric p ____ _ _ BMDC Note 2
Small Organ
Neonatal Cephalic P P P P P BMDC Note 2

Adult Cephalic P I _

Cardiac ________p p p p p _ BMDC Note 2,7

Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sion-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number 'y) ~ ""_kJ(

November 24, 2003 23



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): imOmJO(SO NOLINE G50/G60 S Family)
W~(Sequoia) (Transducer cleared as TE-V5M)

Device Name: MPT7-4 Phased Sector Array TEE Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application [ Color Amplitude Color Combined Other
A B M PWD CWD Doppler Doppler Velocity (Specify) (Specify)

Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
(Specify)
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal P P P P P p BMDC Note 2,3,7

Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological DevicesJL /'

November 24, 2003 510(k) Number _ __ __ I_______24



Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 4iUfSS(S0N0LINE G501G60 SFamily)

Device Name: CW2 Continuous Wave Doppler Transducer for use with:
SONOLINE G501G60 S Diagnostic Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ _ _ _ _ _ _ _ _ _ _ _

Clinical Application IColor Amplitude Colo~r Combined Other
A B M PWD CWD Doppler Doppler Velocity ~(Specify) (Specify)

I j ~~~~~~~Imaging
Ophthalmic- - - -

Fetal__ _ _ __ _ _ _

Abdominal__ _ _ __ _ _ _

Intraoperative
Abdominal ____

I ntraoperative
Neurological- - --

Pediatric__ __ _ _ _ _

Small Organ______
Neonatal Cephalic
Adult Cephalic - - -

Cardiac ___ P

Trans-esophageal- -

Transrectal__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Transvaginal - - -

Transurethral__ _ ___ _ _ _

Intravascular__ _ ___ _ _ _

Peripheral vessel
Laparoscopic - - - -

Musculo-skeletal
Conventional _________________

Musculo-skeletal
Superficial- - - - -

Other (specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dtvusior '-ii n .ffi

Divisionl of Reproductive, Abdominal,
and -Rad~ooogicalDei
51 0(k) Number
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): Lm SONOLINE G50/G60 S Family)

Device Name: CW5 Continuous Wave Doppler Transducer for use with:
SONOLINE G50/G60 S Diagnostic Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application CWD I Color 1 Amplitude Color Combined Other
A_____________ ItB[T MIP'WD Doppler Doppler ( (SpVelocify) (Specify)

Ophthalmic - - I

Fetal

Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac
Trans-esophageal

Transrectal

Transvaginal

Transurethral
Intravascular

Peripheral vessel P

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

of Reproductive, Abdominal,
Noe 5 'd!COO~ka NDevices .C 26

k Number __ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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